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CLINICAL TRIAL DATA 
TRANSPARENCY

ALL THE BUZZ ABOUT
TRANSPARENCY…

Source: http://www.drugs.com/news/transparency-clinical-
trials-new-paradigm-shift-42128.html

Source: http://www.nytimes.com/2014/02/03/opinion/give-the-data-to-the-
people.html?ribbon-ad-
idx=4&rref=opinion&module=Ribbon&version=origin&region=Header&action=cli
ck&contentCollection=Opinion&pgtype=article&_r=2

“For  the good of society, this is a 
breakthrough that should be replicated 

throughout  the  research  world.”
Harlan M. Krumholz, Professor of cardiology 
and public health, Yale School of Medicine.

http://www.drugs.com/news/transparency-clinical-trials-new-paradigm-shift-42128.html
http://www.nytimes.com/2014/02/03/opinion/give-the-data-to-the-people.html?ribbon-ad-idx=4&rref=opinion&module=Ribbon&version=origin&region=Header&action=click&contentCollection=Opinion&pgtype=article&_r=2
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CLINICAL TRIAL DATA 
TRANSPARENCY WHAT’S  DRIVING  THE  CONVERSATION

• When manufacturers seek approval for new medications and 
therapies, they deliver data and associated evidence to country 
regulatory authorities (FDA, EMA, etc.)

• That (patient-level) data is typically unavailable to anyone besides 
the company that submitted it, and the regulators.

• Draft guidance from the EMA created urgency within the industry 
to address transparency.
• “The policy was discussed at the March 2014 Management Board 

meeting. The final policy and an implementation plan will be presented to 
the Management Board for endorsement at its June 2014 meeting.”*

• The biopharmaceutical industry is changing their expectations 
about managing this historically proprietary data.

European Medicines Agency, London

*Source:http://www.ema.europa.eu/ema/index.jsp?curl=pages/special_to
pics/general/general_content_000556.jsp&mid=WC0b01ac0580614159

http://www.ema.europa.eu/ema/index.jsp?curl=pages/special_topics/general/general_content_000556.jsp&mid=WC0b01ac0580614159
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CLINICAL TRIAL DATA 
TRANSPARENCY Q4 2012

http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_event
s/events/2012/07/event_detail_000656.jsp&mid=WC0b01ac058004d5c3

http://www.ema.europa.eu/ema/index.jsp?curl=pages/special_topics/
general/general_content_000556.jsp&mid=WC0b01ac0580614159

http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2012/07/event_detail_000656.jsp&mid=WC0b01ac058004d5c3
http://www.ema.europa.eu/ema/index.jsp?curl=pages/special_topics/general/general_content_000556.jsp&mid=WC0b01ac0580614159
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CLINICAL TRIAL DATA 
TRANSPARENCY Q4 2012 - Q1-2013

http://www.forbes.com/sites/matthewherper/2012/10/11/with-
transparency-pledge-glaxo-makes-promises-no-other-drug-company-has/

http://www.alltrials.net/about/

http://www.forbes.com/sites/matthewherper/2012/10/11/with-transparency-pledge-glaxo-makes-promises-no-other-drug-company-has/
http://www.alltrials.net/about/
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CLINICAL TRIAL DATA 
TRANSPARENCY SUMMER 2013

http://www.nytimes.com/2013/07/25/business/drug-companies-
promise-more-data-transparency.html?_r=0http://www.ema.europa.eu/docs/en_GB/document_library/

Other/2013/06/WC500144730.pdf

http://www.nytimes.com/2013/07/25/business/drug-companies-promise-more-data-transparency.html?_r=0
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2013/06/WC500144730.pdf
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CLINICAL TRIAL DATA 
TRANSPARENCY Q3/Q4-2013

http://www.pharmatimes.com/article/13-10-
03/EMA_closes_consultation_on_data_transparency.aspx

http://www.business.dk/medico/novo-og-leo-
giver-adgang-til-forsoegsdata

http://www.pharmatimes.com/article/13-10-03/EMA_closes_consultation_on_data_transparency.aspx
http://www.business.dk/medico/novo-og-leo-giver-adgang-til-forsoegsdata
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CLINICAL TRIAL DATA 
TRANSPARENCY Q1-2014

Source: http://wallstcheatsheet.com/business/novartis-to-join-glaxo-
sanofi-in-clinical-trial-data-transparency-effort.html/?a=viewall

http://wallstcheatsheet.com/business/novartis-to-join-glaxo-sanofi-in-clinical-trial-data-transparency-effort.html/?a=viewall
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CLINICAL TRIAL DATA 
TRANSPARENCY THE JOURNEY UNTIL NOW

• Industry is moving towards a 
multi-company initiative on a 
shared, clinical trial data 
transparency environment

• 3rd CTDT forum conducted in 
UK (30th April) – 30+ pharmas
were represented

• SAS facilitating dialog in 
industry (multiple webinars
and forums)

• Meetings with data 
transparency owners at many 
major pharmas

• Ongoing roundtable
discussions (LinkedIn)

• 8 out of global top 20 
pharmas have chosen SAS 
solution
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REGULATORY
TIMELINE EUROPEAN MEDICINES AGENCY (EMA)

?
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http://phrma.org/sites/default/files/pdf/PhRMAPrinciplesForResponsibleClinicalTrialDataSharing.pdf

CLINICAL TRIAL DATA 
TRANSPARENCY INDUSTRY POSITIONING

1. Enhancing Data Sharing with 
Researchers

2. Enhancing Public Access to Clinical 
Study Information

3. Sharing Results with Patients Who 
Participate in Clinical Trials

4. Certifying Procedures for Sharing 
Clinical Trial Information

5. Reaffirming Commitments to Publish 
Clinical Trial Results

http://phrma.org/sites/default/files/pdf/PhRMAPrinciplesForResponsibleClinicalTrialDataSharing.pdf
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EFPIA PERSPECTIVE

Source: Sue Forda, Chair, EFPIA SRMPC. Slides from 
SAS Data Transparency Forum, Marlow, 30th April 2014
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CLINICAL TRIAL DATA 
TRANSPARENCY HIGH LEVEL OVERVIEW – 3 MAIN COMPONENTS

Public Access Site Independent Review 
Panel Researcher Site
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MULTI-SPONSOR 
DATA REQUEST SITE

� Bayer
� Boehringer Ingelheim
� GSK
� Lilly
� Novartis
� Roche
� Sanofi
� ViiV Healthcare

https://clinicalstudydatarequest.com/

https://clinicalstudydatarequest.com/
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CLINICAL TRIAL DATA 
TRANSPARENCY MAIN CAPABILITIES

• Proposal request system and approval process
• User registration process
• Data transfer into the transparency system from 

sponsor systems
• Researcher access to analytical tools
• SAS
• SAS Visual Analytics
• Others as needed

• Training / Help / Videos / tech support
• Managed extraction of scripts and results from system

• Data cannot be extracted / exported

Lockbox 
within a 
lockbox

Lockbox

Implementation principles
- Hosted by SAS
- Secure data repository
- Easily accessible to 

researchers
- Ongoing system 

monitoring and support
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SAS Clinical Trial Data Transparency
Multi-Sponsor Environment - Extended

SAS Researcher Environment

Terminal Services Firewall

Remote Desktop

Researcher(s)

Company 1

Company ...

Company 2
Company n

Manual Review

Import/Export Gatekeeper

Controlled, authenticated access

Shared Content Repository 
Logically separated by company

MULTI-SPONSOR ENVIRONMENT

� Shared environment
� Logically segregated sponsor data
� Researcher access to multiple 
sponsors’  information

� Research Project-based model 
� Supports requests for multiple 
sponsors’  data

� Distributed costs for hosting, 
hardware, administration and support

� Supports low-entry cost for non-
profits
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TOPICS WHAT ARE THE CURRENT TOPICS BEING DISCUSSED?

� De-identification: ensuring appropriate de-identification of data (ensure protection of 
patient privacy)

� Approval criteria: define common agreed criterias for approval of research requests
� Informed consent: respect the boundaries of patients informed consent
� Independant Review Panel (IRP): what competencies should be represented?
� Commercially Confidential Information (CCI): what information can be CCI classified?
� Data standards: pooling of clinical trial data across multiple trial programs and sponsors
� Publication of results: how will sponsors manage secondary publication of research, 

based on sponsor’s data?
� Amount of requests: how many requests have been submitted by researchers?
� Analysis: challenges with Re-analysis, comparative analysis and meta analysis. 

Concern of secondary analysis without proper oversight could damage sponsor.
� Single sponsor vs. Multi-sponsor environment: what are the key differences?
� Multi-sponsor environment: will the multi-sponsor data transparency environment

become a global repository for Clinical Trial data of regulatory approved pharmaceutical
products?

� Future: can we anticipate that the CTDT MSE will be ‘connected’  to  other bio-informatic
databases…?
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TAKE AWAY - SIX KEYS TO SUCCESS

1. Access to a listing of available studies 
combined with a user-friendly data 
request process

2. Independent review panel that grants or 
denies data access to researchers

3. A secure computing environment with 
advanced analytics built in

4. Access to patient-level data, de-identified 
as appropriate for the research at hand

5. Protection of data from uncontrolled 
distribution or misuse

6. The flexibility to analyze data from a 
single sponsor or multiple sponsors in 
the same environment

Source: http://www.sas.com/en_us/whitepapers/ready-for-clinical-trial-data-
transparency-107119.html?utm_medium=RSS&utm_source=white-paper

http://www.sas.com/en_us/whitepapers/ready-for-clinical-trial-data-transparency-107119.html?utm_medium=RSS&utm_source=white-paper
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Thank you!


